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Mr. Keith Wong
General Manager
Dalian Zhonglin Marine Food Co., Ltd.
No. 75 Fuli Street
Jizh~u District
Dalian
P.R. China

WARNING LETTER

Dear Mr. Wong:

We inspected your firm, located at 3 Li Village, Yong Zheng Street Jinzhou, Dalian on May
15-16,2000 and found that you have serious deviations from the U.S. Seafood HACCP
regulations (21 CFR Part 123). These deviations cause your frozen vacuumed packaged
imitation crab meat (surimi) to be in violation of section 402(a)(4) of the U.S. Federal Food,
Drug, and Cosmetic Act. You can find this Act and the Seafood HACCP regulations
through links in FDA’s home page at www.fda.~ov. These deviations were discussed with
you at the end of the inspection on May 16,2000.

The deviations are as follows:

1. You must have a HACCP plan that lists the appropriate critical control points, to
comply with 21 CFR $123.6(c)(2). However, your firm’s HACCP plan for frozen
vacuum packed imitation crab meat did not list critical control points to control the
introduction of pathogenic microorganisms following the sterilizing (i.e., pasteurization)
critical control point. Specifically, your HACCP plan failed to include critical control
points to address seal integrity and the safety of the water (i.e., chlorinating) used in the
water bath for container cooling. It was observed during our inspection that your firm
does monitor for seal integrity hourly and records the results, however, this is not
included in the HACCP plan. These two critical control points are explained in detail in
Chapter 18 of the F’ish and Fisheries Products Hazards and Controls Guide: Second
Edition.

2. You must verify that your HACCP plan is adequate to control the food safety hazards
that are reasonably likely to occur, to comply with 21 CFR $123.8(a). However, your
firm did not include, in your HACCP plan, verification that the metal detector was
working at the start-up of the operation. Your firm did provide records during the
inspection to show that the metal detector is checked prior to
must be included in your HACCP plan as a verification step.

start-up. However, this
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3. You must adequately monitor sanitation conditions and practices during processing, to
comply with 21 CFR $ 123.11(b). However, your firm did not monitor the safety of the
water that comes into contact with the food, food-contact surfaces or water used in the
manufacture of ice by assuring the presence of back-flow prevention. This was
evidenced by lack of back-flow preventive devices being installed on water supply lines
in the processing plant.

4. You must have sanitation control records that document monitoring and corrections, to
comply with 21 CFR $ 123.11(c). However, your firm did not consistently maintain
plant sanitation control records of sanitation performed prior to start-up each day. In
addition, times of events were not recorded on all sanitation records maintained at your
plant.

Please respond in writing within six (6) weeks from your receipt of this letter. Your
response should outline the specifics you are doing to correct these deviations. You may
wish to include in your response, documentation such as amended HACCP plans, revised
forms, revised labels or other useful information that would assist us in evaluating your
corrections. If you cannot complete all corrections before you respond, we expect that you
will explain the reason for your delay and state when you will correct any remaining
deviations. Failure to provide us evidence of corrections to the deviations may result in
your products being placed on “ Detention Without Physical Examination”.

This letter may not list all the deviations at the facility. You are responsible for ensuring
that your processing plant operates in compliance with the Act, the Seafood HACCP
regulations and the Good Manufacturing Practice regulations (21 CFR Part 11O). You also
have a responsibility to use procedures to prevent firther violations of the U.S. Federal
Food, Drug, and Cosmetic Act and all applicable regulations.

Please send your reply to the Food and Drug Administration, Attention: Brian S.
Landesberg Consumer Safety Officer, Office of Field Programs, Division of Enforcement,
Import Branch HFS-606, 200 C Street S.W., Washington, DC 20204. If you have questions
regarding any issue in this letter, please contact Mr. Landesberg at (202) 205-5247.

Sincerely,

$L4-
~udith A. Gushee
Director
Division of Enforcement and Programs
Office of Field Programs
Center For Food Safety

and Applied Nutrition


